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DETAILED ACTION 

The following office action is a responsive to the Amendment filed, 02/27/06. 
The amendment filed 02/27/06 affects the application, 10/659,941 as follows: 
Claims 1, 12-22 and 42 have been amended. This leaves claims 1-52. 
The responsive to applicants' amendments is contained herein below. 
Claims 1-52 are pending in application 
Claim Rejections - 35 USC§112 
The following is a quotation of the first paragraph of 35 U.S.C. 112: 

The specification shall contain a written description of the invention, and of the manner and process of making 
and using it, in such full, clear, concise, and exact terms as to enable any person skilled in the art to which it 
pertains, or with which it is most nearly connected, to make and use the same and shall set forth the best mode 
contemplated by the inventor of carrying out his invention. 

Claims 1-10, 22-52 are rejected under 35 U.S.C. 1 12, first paragraph, as failing to comply 
with the written description requirement. The claim(s) contains subject matter which was not 
described in the specification in such a way as to reasonably convey to one skilled in the relevant 
art that the inventor(s), at the time the application was filed, had possession of the claimed 
invention. In claim 1, applicant claims "A physiologically acceptable concentrated beta-glucan 
composition comprising a glucan having a mixed P(l,3)(l,4) linked glucopyranosyl backbone 
prepared in an alcohol free process in the absence of organic solvents, wherein said beta-glucan 
composition has a concentration greater than 16% by weight." However, the recitation of the 
language "16% by weight" in the claim constitutes new matter as set forth in the claim. More 
specifically, the specification does not describe, disclose, provide or use any language or matter 
that pertains to 16% by weight of any beta-glucan composition, as recited in the claim. 
Furthermore, the introduction of the said language "16% by weight" as set forth in claim 1, 
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constitutes new matter. On the contrary, it should be noted that the specification describes beta- 
glucan compositions comprising between about 30% weight and about 100% weight, between 
about 50% and about 95% and between about 60% and about 90% (see page 4, [0023]). 
Moreover, the specification does not have support for the said language and consequently the 
claims contain new matter. Similarly, in claim 32, the language, phrase or limitation "7% by 
weight" is also new matter. It should be noted that applicant states (in the Background of the 
invention) that oat bran is defined as containing a minimum of 5.5% by weight beta-glucan, and 
typically contains up to 6% or 7% by weight beta-glucan (see last three line of page 1 of the 
specification) but, applicant does not disclose that any of their compositions has a concentration 
of 7% by weight of the beta-glucan. Dependent claims 2-10 and 23-52 which are drawn to said 
beta-glucan composition, are also encompassed by the aforementioned rejections. 

Claim Rejections - 35 USC §102 
The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that form the 
basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public use or on 
sale in this country, more than one year prior to the date of application for patent in the United States. 

Claims 1-21, 32-50 are rejected under 35 U.S.C. 102(b) as being anticipated by Wang et 
al. (US 5,512,287). 

Claim 1 is a product-by-process claim wherein the applicant claims "A physiologically 
acceptable concentrated beta-glucan composition comprising a glucan having a mixed 
P(l,3)(l,4) linked glucopyranosyl backbone prepared in an alcohol free process in the absence of 
organic solvents, wherein said beta-glucan composition has a concentration greater than 16% by 
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weight." Wang et al. disclose applicant's beta-glucan composition comprising a glucan having a 
mixed P(l,3)(l,4) linked glucopyranosyl backbone, wherein said beta-glucan composition has a 
concentration about 60-90% by weight (see abstract and example 1, col. 4, line 50 to col. 5, line 
14). A quotation from the MPEP (Manual of Patent Examining Procedure, 8 ed., August 2001) 
pertaining to Product-by-Process Claims is given below in order for further corroborate the 
reason for the aforementioned rejection. The quotation states that " PRODUCT-BY-PROCESS 
CLAIMS ARE NOT LIMITED TO THE MANIPULATIONS OF THE RECITED STEPS, ONLY THE 
STRUCTURE IMPLIED BY THE STEPS "[E]ven though product-by-process claims are limited 

by and defined by the process, determination of patentability is based on the product itself. The 
patentability of a product does not depend on its method of production. If the product in the 
product-by-process claim is the same as or obvious from a product of the prior art, the claim is 
unpatentable even though the prior product was made by a different process." In re Thorpe, 777 
F.2d 695, 698, 227 USPQ 964, 966 (Fed. Cir. 1985)." Claims 2-8 which drawn to beta-glucan of 
claim 1 are also product-by-process claims which are rejected as being anticipated by Wang et al. 
(see abstract and example 1, col. 4, line 50 to col. 5, line 14). Claim 9 which is drawn to the 
composition of claim 1, wherein said beta- glucan is selected from those obtainable from oats, 

barley , is rejected by as being anticipated by Wang et al. (see abstract and example 1, 

col. 4, line 50 to col. 5, line 14). It should be noted that the source from which the beta-glucan is 
obtained does not add to the patentability of the composition. Moreover, the source from which 
the said beta-glucan is obtained does not limit the claimed composition. It should also be noted 
that Wang et al.'s composition comes from oats oats (see abstract and example 1, col. 4, line 50 
to col. 5, line 14). Claim 10 which is drawn to the composition of claim 1, wherein said glucan 
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is formulated for oral administration is also rejected by Wang et al., since applicant's claimed 
composition does not disclose any ingredient or substance that renders it different from Wang et 
al.'s composition or unsuitable for oral administration. In fact, Wang et al.'s composition comes 
from oats which is edible (see abstract and example 1, col. 4, line 50 to col. 5, line 14). Claims 
11-19, which are drawn to a composition for reducing low density lipoprotein and total serum 
cholesterol comprising concentrated beta-glucan are product by process claims which are 
anticipated by Wang et al., since applicant's claimed dietary supplement composition does not 
recite any ingredient or substance that renders it different from Wang et al.'s composition. It 
should be noted that the source from which the beta-glucan is obtained does not add to the 
patentability of the composition. Furthermore, the said packaging, labeling and the intended use 
of the composition does not add to the patentability of the composition. Claim 20, which is 
drawn to the composition of claim 11, wherein said beta- glucan is selected from those 

obtainable from oats, barley , is rejected by as being anticipated by Wang et al It 

should be noted that the source from which the beta-glucan is obtained does not add to the 
patentability of the composition. Moreover, the source from which the said beta-glucan is 
obtained does not limit the claimed composition. It should also be noted that Wang et al.'s 
composition comes from oats (see abstract and example 1, col. 4, line 50 to col. 5, line 14). 
Claim 21 which is drawn to the supplement of claim 11, wherein said beta glucan is formulated 
for oral administration, is rejected as being anticipated by Wang et al. since applicant's claimed 
composition does not disclose any ingredient or substance that renders it different from Klein's 
composition and suitable for oral administration. In fact, Wang et al.'s composition comes from 
oats which is edible oats (see abstract and example 1, col. 4, line 50 to col. 5, line 14). 
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Claims 32-40 which are drawn to a composition comprising concentrated (1,3)(1,4) beta 
glucan with a food product are product-by-process claims which are anticipated by Wang et al., 
since Wang et al.'s composition is also in combination with a food (oats) oats (see abstract and 
example 1, col. 4, line 50 to col. 5, line 14). Claim 41 which is drawn to the composition of 

claim 32, wherein said beta- glucan is selected from those obtainable from oats, barley , 

is rejected by as being anticipated by Wang et al. It should be noted that the source from which 
the beta-glucan is obtained does not add to the patentability of the composition. Moreover, the 
source from which the said beta-glucan is obtained does not limit the claimed composition. 

Claims 42-50 which are drawn to a pharmaceutical composition comprising concentrated 
(1,3)(1,4) beta glucan and a pharmaceutically acceptable carrier are product-by-process claims 
which are anticipated by Wang et al., since Wang et al.'s composition also contain water which 
is a pharmaceutically acceptable carrier oats (see abstract and example 1, col. 4, line 50 to col. 5, 
line 14). It should be noted that the source from which the beta-glucan is obtained does not add 
to the patentability of the composition. Claim 51 which is drawn to the composition of claim 42, 

wherein said beta- glucan is selected from those obtainable from oats, barley , is rejected 

by as being anticipated by Wang et al. (see abstract and example 1, col. 4, line 50 to col. 5, line 
14). It should be noted that the source from which the beta-glucan is obtained does not add to 
the patentability of the composition. Moreover, the source from which the said beta-glucan is 
obtained does not limit the claimed composition. Claim 52 which is drawn to the composition of 
claim 42, wherein said beta glucan is formulated for oral administration, is rejected as being 
anticipated by Wang et al., since applicant's claimed composition does not disclose any 
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ingredient or substance that renders it different from Wang et al.'s composition or unsuitable for 
oral administration (see abstract and example 1, col 4, line 50 to col. 5, line 14). 

Claim Rejections - 35 USC § 103 
The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set forth in section 
1 02 of this title, if the differences between the subject matter sought to be patented and the prior art are such that the 
subject matter as a whole would have been obvious at the time the invention was made to a person having ordinary skill 
in the art to which said subject matter pertains. Patentability shall not be negatived by the manner in which the 
invention was made. 

Claims 1-50 are rejected under 35 U.S.C. 103(a) as being unpatentable over Klein (US 
5,980,918). 

Claim 1 is a product-by-process claim wherein the applicant claims "A physiologically 
acceptable concentrated beta-glucan composition comprising a glucan having a mixed 
p(l,3)(l,4) linked glucopyranosyl backbone prepared in an alcohol free process in the absence of 
organic solvents, wherein said beta-glucan composition has a concentration greater than 15% by 
weight." In claim 2, applicant claims the composition of claim 1, wherein the concentration of 
the said beta glucan is greater than 68%. Dependent claims 12, 33 and 43 are drawn to 
compositions wherein the concentration of the said beta glucan is greater than 68%. 

Klein discloses applicant's beta-glucan composition comprising a glucan having a mixed 
p(l,3)(l,4) linked glucopyranosyl backbone, wherein said beta-glucan composition has a 
concentration 0.5-15% by weight (see col. 3, lines 18-29, and abstract). It should be noted that 
applicant's composition of concentration greater than 15% (which includes 16%) also reads on 
Klein's composition of concentration about 15% which includes a composition of 16%. 



Application/Control Number: 1 0/659,941 Page 8 

Art Unit: 1623 

The difference between applicant's claimed composition and the composition of Klein is 
the concentration in percent by weight of beta-glucan. However, Klein discloses that the beta- 
glucan can be used for healing burns and wounds and scarring (see abstract). 

It would have been obvious to one having ordinary skill in the art, at the time the claimed 
invention was made to prepare Klein's beta glucan compositions comprising mixed (1,3)(1,4) 
linked glucopyranosyl backbone of different percent concentration to be used for healing burns, 
wounds and scars, based on factors like severity of burns, wounds or scars. 

One having ordinary skill in the art would have been motivated, to prepare Klein's beta 
glucan compositions comprising mixed (1,3)(1,4) linked glucopyranosyl backbone of different 
percent concentration to be used for healing burns, wounds and scars, based on factors like 
severity of burns, wounds or scars. 

Response to Amendments 
Applicant's arguments with respect to claims 1-52 have been considered but are not found 
convincing. 

The applicant argues that the structure implied by the steps of preparing a concentrated 
beta-glucan in an alcohol-free process versus a process that uses alcohol precipitation is 
different. Applicant claimed composition thus differ from the composition of Wang, which uses 
an alcohol precipitation step. See, Wang, Abstract. Accordingly, Wang does not anticipate 
Claims 1-21 and 32-50. However, applicant has not provided any evidence that indicates that 
their composition is different from Wang et al.'s composition, especially since Wang et al.'s 
composition has the same molecular weight as applicant's. For example, applicant's beta-glucan 
is of high molecular weight, between about 400,000 and one million Daltons (see specification, 
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page 5, last line to page 6, lines 1-2) and Wang et al.'s also disclose beta-glucan with a molecular 
weight of 400,000 (4 x 10 5 ) Daltons (see abstract). Furthermore, applicant has not presented any 
evidence such as a side-by-side comparison of their beta-glucan composition versus Wang's et 
al.'s beta-glucan composition which shows that their composition is different because it is 
produced in an alcohol-free process. 

The applicant argues that Wang et al. do not disclose a composition packaged and 
labeled as a dietaty supplement. Therefore, Wang et al. do not anticipate amended Claims 11-21. 
However, the said packaging, labeling and the intended use of the composition do not add to the 
patentability of the composition nor does it render the composition different. 

The applicant argues that Wang et al.'s do not disclose a composition comprising (5 
glucan that has been combined with a food product, and therefore cannot anticipate Claims 32 
and 34-41. However, Wang et al.'s composition comes from and contains oats which is edible (a 
food) (see abstract and example 1, col. 4, line 50 to col. 5, line 14). 

The applicant argues that Klein lacks any suggestion to modify the composition to 
increase the concentration of, or a reasonable expectation of success in modifying Klein, it 
cannot support a prima facie case of obviousness. However, Klein discloses that the beta-glucan 
can be used for healing burns and wounds and scarring, and it is obvious and common in the art 
to vary the concentration of an active ingredient (such as increasing the concentration of said 
active ingredient) based on factors like nature and severity of the burns, wounds or scars. 
It should be noted that the claimed concentration of applicant's beta-glucan composition is 
substantially close to the concentration of Wang et al.'s beta-glucan composition (i.e., about 15% 
by weight compared to greater than 16% by weight). 
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The declaration under 37 CFR LI 32 filed 1 1/27/06 is insufficient to overcome the 
rejection of claims 1-52 based upon Wang et al. and Klein as set forth in the last Office action 
because: The declaration fails to set forth any evidence that indicates that applicant's 
composition is different from Wang et al.'s composition, especially since Wang et al.'s 
composition has the same molecular weight as applicant's. For example, applicant's beta-glucan 
is of high molecular weight, between about 400,000 and one million Daltons (see specification, 
page 5, last line to page 6, lines 1-2) and Wang et al.'s also disclose beta-glucan with a molecular 
weight of 400,000 (4 x 10 5 ) Daltons (see abstract). Furthermore, applicant has not presented any 
evidence such as a side-by-side comparison of their beta-glucan composition versus Wang's et 
al.'s beta-glucan composition which shows that their composition is different because it is 
produced in an alcohol-free process. 

Conclusion 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Michael C. Henry whose telephone number is 571-272-0652. 
The examiner can normally be reached on 8.30am-5pm; Mon-Fri. If attempts to reach the 
examiner by telephone are unsuccessful, the examiner's supervisor, Shaojia A. Jiang can be 
reached on 571-272-0627. The fax phone number for the organization where this application or 
proceeding is assigned is 571-273-8300. 
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Information regarding the status of an application may be obtained from the Patent 
Application Information Retrieval (PAIR) system. Status information for published applications 
may be obtained from either Private PAIR or Public PAIR. Status information for unpublished 
applications is available through Private PAIR only. For more information about the PAIR 
system, see http://pair-direct.uspto.gov. Should you have questions on access to the Private PAIR 
system, contact the Electronic Business Center (EBC) at 866-217-9197 (toll-free). 

Michael C. Henry 




Elli Peselev 

Primary Patent Examiner 
Art Unit 1623 



June29, 2006. 



